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Oral Dosage Form New Animat  Drugs; Carprofen

AGENCY: Foe and Drug Ad~nis~ation,  HHS.

ARY: The Food and Drug Administration (FDA) is amending the animal g regulations

provaf of a supp~~rnen~a~  new animal drug application (GALA)  filed by Pfizer, Inc.

The supplemental  DADA rovides for a once daily, 2-mihigr~  per pound (mgfib) dosage of

y oral capfet, for e relief of pain and inflammation associated with ost~o~t~tis

DATES: ‘This rule is effective [hw-t date u~~~~l~~u~~u~  in the Federal Register].

f=OR FURTHER 1~F~R~ATJUN  CONTACT: Melanie R. Person, Center for Veterinary Medicine (

11 and Drug Ad~n~stration~  7500 Standish PI., Rockviife,  MD 2 855,301-827-7540.

S~~~~~~~~TARY  I~F~R~AT~UN:  Pfizer,  Inc., 235 East 42d St., New York, NY 10017-5755,  filed

cement to approved NAIDA  141-053 that provides for veterinary prescription use of

ADYX,  (carprofen)  Caplets  for the relief of pain and inflation associated with osteoarthritis

ogs. The s~pp~~me~ta~  NADA provides for a once daily, Z-mg/lb dos ge for the oral capfet

osage form. The sup~~em~nta~  application is approved as of September 2”?,2OOf,  and

regu~a~ons are amended in 21 CFR 520.309 to reflect the approval. The basis of approval is

is~~ssed in the freedom of info~ation summary.

n accordance with the freedom of information provisions of 21 CFR part 20 and

514.11 (e)(Z)(ii),  a summary of safety and effectiveness data and information submitte

approval of this ap lication may be seen in the Dockets Management Branch (WA-305),  Food
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and Drug Administration, 5630 Fishers Lane, rrn. 1061 Y Rockville, MD 20852, between 9 a.

ay through Friday.

Under section 5 12(~)(~)(F)(~ii) of

36~b(~)(2)(F)(iii))~  this approval fur non-food-producing animals qualifies for 3 years of marketing

exclusivity beginning September 27, 2001, because the application cant

of effectiveness of the drug involved or any studies of animal safety required for approval of

e application and conducted or sponsored y the appficant.

as determined under 21 CFR 25.33(d)(  1) that this action is of a ty

not individually or cumulatively have a significant effect on the human e v.il-mm=t* TherefQw

neither an environmental assessment nor an e~viro~ental impact statement is required.

This rule does not meet the definition of %uXe”  in 5 USC. 804(3)(

arti~u~ar  app~~~abi~ity.‘~  Therefore, it is not subject to the congressional review re

in 5 USC 801-808.

Subjects in 21 CFR Part 520

erefore, under the Federal Food, Drug, and Cosmetic Act and un er auaohty  delegated

omrnissioner  of Food and Drugs and redelegated to the Center for Veterin Medicine,

is amended as follows:

PART 5;20-ORAL DOSAGE FQRM NEW ANI

1. e autho~ty citation for 21 CFR part 520 continues to read as follows:

.309 is amended in paragraph (a) by adding ‘L(mg)H  after “~~ligrams”;  and

agraph (d) to read as follows:
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ions uf use in dogs--(l) Amotllzt-(i)  Caplet. 2 mg per pound ( b) of body weight

mg/fb twice daily.

a&k tablet. 1 mg/lb twice daily.
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(2) Z~~~~~~~~~~  for use. For the relief of pain and i~~a~atio~  associated wi

in dogs.

(3) ~~~~~~~~~~~.  Federal law restricts this drug to use by or on the order of a ficensed

ated:

Stephen 'I?. Sundlof,"
Director,
Center for Veterinary Medicine.

[FR Dot. Ol-T????  Filed ??-??--01;  8:45 amf


